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DETAILED ACTION 
Summary 

Receipt of the Information Disclosure Statement(s) filed 04-12-2004 is 
acknowledged. Claims 19-40 are pending in this action. Claims 19-40 are rejected. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 20-22, 24, 26, 28, 29, 30, 31-35, 37, 39 and 40 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Claims 20 and 21 depend from claim 19, which is directed toward a composition 
comprising minoxidil, saw palmetto extract, nettle root extract, and one or more other 
ingredients listed in claim 19. Claims 20 recites the limitation, "the topical composition of 
claim 19, wherein minoxidil comprises about 1 % to about 5%, by weight of the 
composition". From the language of the claim it is unclear whether the minoxidil 
comprises 1-5% of the composition or whether the composition comprises 1-5% of the 
minoxidil. As the Examiner assumes the later interpretation, it is suggested that the 
word "comprises" be replaced with the phrase "is present in". The same language is 
present in claim 21, and the same modification is suggested. 

Claims 24, 26, 28, 29, 31 , 39 are indefinite because these dependent claims 
depend from themselves. 
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Claims 32-35 recite the limitation "dietary supplement of claim 31" in the first line 
of the claim. There is insufficient antecedent basis for this limitation in the claim. These 
claims depend from claim 31 , which is indefinite in that it depends from itself, and which 
claims particular ingredients for the dietary supplement composition. However the 
subsequent dependent claims fail to further limit claim 31 because they recite other 
combinations of ingredients. 

Claim 40 recites the limitation "method of claim 39" the first line of the claim. 
There is insufficient antecedent basis for this limitation in the claim. This claims depends 
from claim 39, which is indefinite because it depends from itself. Claim 40 also fails to 
further limit claim 39 because it recites other ingredients. 

It is unclear what the terms "bovine extract" and "sulfur" mean in claim 30. Bovine 
extract comes from a cow. It is unclear as to what particular organ has been extracted. 
It is unclear whether Applicant intended to imply that elemental sulfur was used in the 
composition or whether sulfur ions where used. 

Claim 37 is indefinite because it depends from itself as well as from claim 31 . It is 
unclear what claim 37 is claiming and to which claim it depends. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in'this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
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applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 27, 28, 30 and 32 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Chizick et al. US 5972345. 

Chizick teaches a natural formulation for the treatment of hair growth (abstract). 
The composition is for both oral and topical administration (col. 3, lines 49 and 51) and 
comprises saw palmetto extract, nettle extract (Urtica Dioica Extract), zinc, vitamin B6, 
and green tea extract (col. 4, lines 50-60). The nettle root extract contains minerals such 
as iron, magnesium, silica, and sulfur, also vitamins such as B5 or pantothenic acid (col. 
3, lines 29-30). Chizick further teaches the addition of African Pygeum extract (col. 3, 
line 16). The extract comprises ursolic acid (col. 3, lines 18). 

Claims 30, 34 rejected under 35 U.S.C. 102(e) as being anticipated by Lam US 
6241987. 

Lam teaches a dietary supplement comprising nettle root, saw palmetto extract, 
and pumpkin seeds (abstract and col. 1, lines 10-15). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 19-21, 31 i 33, 36, 38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Chizick et al. US 5972345 in view of Nelson US 6149933 and vice 
versa. 

Chizick teaches a natural formulation for the treatment of hair growth (abstract). 
The composition is for both oral and topical administration (col. 3, lines 49 and 51) and 
comprises saw palmetto extract, nettle extract (Urtica Dioica Extract), zinc, vitamin B6, 
and green tea extract (col. 4, lines 50-60). The nettle root extract contains minerals such 
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as iron, magnesium, silica, and sulfur, also vitamins such as B5 or pantothenic acid (col. 
3, lines 29-30). 

Chizick does not teach administering the herbal ingredients with minoxidil. 
Chizick also does not teach the addition of niacin or fo ti root. 

Nelson provides the motivation to combine minoxidil with the natural substances 
because Nelson teaches that the use of a vasodilator such as minoxidil (topically 
applied) in combination with the dietary supplement taught by Nelson would increase 
the effectiveness of each as compared with each used alone (cols. 4 and 5, lines 65-67 
and 1-3). Nelson teaches a dietary supplement for hair growth that comprises nettles, 
pyroxidine, horsetail, niacin, zinc, silica, and Fo-Ti (table 6, cols. 6 and 7). 

One of ordinary skill in the art would know how to adjust the amounts of the 
active ingredients to vary the percentages of each ingredient in the composition. 

It would have been obvious to one of ordinary skill in the art to add minoxidil to 
the topical composition of Chizick because Nelson teaches that the combined 
administration increases the effectiveness of each. Even though the secondary 
reference does not teach a topical composition comprising the natural/herbal 
substances, it would have been obvious to one of ordinary skill in the art to make a 
topical composition from the ingredients in the composition of Nelson because Chizick 
teaches that herbal supplement compositions can be administered topically. It would 
further be obvious since Nelson teaches topically applying minoxidil to the scalp. 

It would have been obvious to make a dietary supplement comprising niacin and 
fo-ti root because Nelson teaches these ingredients are useful in a composition for 
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promoting hair growth. Thus one of ordinary skill in the art would have been motivated 
to add fo-ti and niacin to the composition because Nelson teaches its combination with 
nettle extract, silica, pyroxidine and other vitamins and minerals used by Chizick in the 
composition for treating hair loss. Thus the addition of the ingredients taught by Nelson 
to the composition of Chizick would yield a topical or oral composition for the treatment 
of hair loss, the promotion of hair growth, and the suppression or prevention of hair 
color loss or graying. 

Claims 30, 35 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nelson US 6149933 in view of Lam US 6241987 in view of Wheeler US 6197309 and 
Chizick US 5972345. 

Nelson teaches a dietary supplement for hair growth that comprises nettles, 
pyroxidine, horsetail, niacin, zinc, silica, and Fo-Ti (table 6, cols. 6 and 7). 

Nelson does not teach the addition of saw palmetto or pumpkin seed extract to 
the dietary supplement. 

Lam teaches a dietary supplement comprising nettle root, saw palmetto extract, 
and pumpkin seeds (abstract and col. 1, lines 10-15). 

Wheeler teaches that benign prostatic hypertrophy (BHP) leads to increased 
transformation of testosterone into dihydroxytestosterone (DHT) in the male body (col. 
2, lines 1-6). 

Chizick teaches that increased levels of DHT are associated with male pattern 
baldness (col. 1 , lines 37-43). The reference teaches that there are reports of men 
having increased levels of DHT in the scalp in cases of male pattern baldness. 
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It would have been obvious to one of ordinary skill in the art to make a dietary 
supplement comprising saw palmetto, pumpkin seed extract, nettle root, niacin, zinc, 
and fo-ti because it would afford a plurality of benefits such as increased hair growth, 
suppression or prevention of gray hair, and promotion of prostate gland health. 

Claims 19, 20, 22-26, and 29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Niemiec et al. US 6284234. 

Niemiec teaches topical compositions for treating hair loss (col. 4, lines 15-17). 
The reference teaches the topical composition comprises minoxidil and an effective 
amount of other beneficial agents such as anti-dandruff agents, depilatory agents, and 
depigmentation agents (col. 4, lines 45-58). Ketoconazole is taught as a preferred 
beneficial agent for the treatment of dandruff, seborrheic dermatitis and psoriasis (col. 
13, line 20 and col. 14, lines 6 and 11). The reference further teaches combining 
ketoconazole and minoxidil (col. 14, line 31). The reference is further suggestive of 
using beneficial agents for treating hair loss such as saw palmetto, stinging nettle, 
pumpkin seeds (col. 16, lines 15-18). The reference further teaches peppermint as a 
counterirritant (col. 12, line 66), and methyl nicotinate as a suitable analgesic (col. 12, 
line 59). The reference further teaches glycerin as a pharmaceutical^ acceptable carrier 
used to make the topical 2% minoxidil composition (col. 20, lines 35-45). Table 4 
discloses a hair growth formulation (col. 27, lines 30-65) that comprises minoxidil and 
ketoconazole and alcohol and esters. 
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Even though the reference does not teach isopropyl alcohol specifically it would 
have been obvious to use it because isopropyl alcohol is rubbing alcohol and is known 
for use topically as an antiseptic. 

Although the reference does not specifically disclose the use of ursolic acid, it 
does suggest the use of peppermint as a counterirritant. Peppermint is a source of 
ursolic acid. 

It would have been obvious to one of ordinary skill in the art to make a 
composition for topical administration that comprises minoxidil, saw palmetto, nettle 
root, and methyl nicotinate from the teaching of the prior art because Niemiec teaches 
each of these components for a topical composition. It would have been obvious to one 
of ordinary skill in the art to add pharmaceutical^ acceptable carries such as water, 
glycols, esters, alcohols and lipids, especially glycerine and short chain alcohols, such 
as ethanol or isopropanol, which are both used topically and have antiseptic properties. 
It would have been obvious to one of ordinary skill in the art to combine ketoconazole 
with saw palmetto and nettle root because Niemiec teaches each of these compositions 
as beneficial agents for use in hair loss treatments. One of ordinary skill in the art would 
have been motivated to make the combinations of these ingredients are recited in the 
instant claims to achieve a composition that is useful for treating hair loss. One of 
ordinary skill could expect a reasonable level of success in relieving, treating or 
preventing hair loss with the composition of the instant claims because the reference of 
Niemiec teaches using these specific ingredients to make a topical treatment for the 
treatment of hair loss. 
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Note: claims 37, 39 and 40 were not included in the art rejections because the 
dependency of the claims could not be determined, and therefore a proper search and 
rejection based on the prior art could not be established. 

Cited of Interest 

Ursolic Acid, www. ursolicacid.com/botanical.htm- Teaches that peppermint is a source 
of ursolic acid. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pili A. Hawes whose telephone number is 571-272- 
8512. The examiner can normally be reached on 8-4:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on 571-272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



P.A. Hawes 
Examiner-1615 



Gollamudi S. Kishore, PhD 
Primary Examiner 
Group 1600 
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BOTANICAL SOURCES 



Like most triterpenoids, ursolic acid is ubiquitous in the plant kingdc 
Ursolic acid and its derivatives are constituents of numerous plants whicJ- 
having diversified phylogenetic origin and taxonomic position. It has k 
isolated from the protective wax-like coatings of apples, pears, cranber 
prunes, and other fruits6. Seaweed's are rich in ursolic acid derivativ 
Some of the more commonly known medicinal plants containing ursolic 
are shown in Table 16,7. 

Table 1. Partial List of Medicinal Plants Containing Ursolic Acid 



Common Name 
Holy Basil (Tulsi) 
Bilberry 
Devil's Claw 

Elder Flowers (European 
Variety) 

Peppermint leaves 

Periwinkle 

Lavender 

Oregano 

Thyme 

Hawthorn 

Cherry laurel leaves 



Botanical Name 
Ocimum sanctum L. 
Vaccinum myrtillus L. 
Harpagophytum procumbens DC 

Sambucus nigra L. 

Mentha piperita L. 

Wnca minor L. 

Lavandula augustifolia Mill, 

Origanum vulgare L. 

Thymus vulgaris L. 

Crataegus laevigata (Poir) DC 

Prunus laurocerasus L. 



Family 
Lamiacec 
Vacciniat 
Pedaliacc 

Caprifoli; 

Lamiace* 
Apocyna 
Lamiacec 
Lamiacec 
Lamiacec 
Rosacea* 
Rosacea* 
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